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This 510(k) summary is being submitted in accordance with the Medical Device
Amendments of 1976, the requirements of the Safe Medical Devices Act (SMDA) of 1990
and 21 CFR 807.92.

The applicant is: Abbott Medical Optics Inc.
1700 E. St. Andrew Place
Santa Ana, CA 92705, USA

The contact person is: Ophelia Biggs
Senior Regulatory Affairs Specialist
Tel: (714) 247-8614
Fax: (714) 247-8784
email: ophelia.bigps(aWamo.abbott.com

Date the summary was June 15, 2011
prepared:

Subject device: Trade/Proprietary Name:
AMO WHITESTAR Signature Phacoemulsification System

Classification Name:
Phacofragmentation system

The device to which substantial equivalence is claimed:

610() Cearace evic Maufacure
Number Dat

K060366 April 7, 2006 Device Name: The AMO Abbott Medical Optics
Ophthalmic Surgical System Inc. (formerly Advanced

Medical Optics, Inc.)

Marketed as: AMO WHITESTAR
Signature Phacoemulsification
System, version 1.0

3.1 DEVICE DESCRIPTION SUMMARY

The subject device is the AMO WHITESTAR Signature Phacoemulsification System, which
is an upgrade to the predicate device, The AMO Ophthalmic Surgical System (K060366,
cleared in April 7, 2006). The predicate device is AMO's first-generation WHITESTAR
Signature Phacoemulsification System. The subject device is classified under 21 CFR
886.4670 as a "phacofragmentation system," described as an AC-powered device with a
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fragmenting needle intended for use in cataract surgery to disrupt a cataract with ultrasound
and extract the cataract.

The subject device is designed for use in performing anterior segment ophthalmic surgery
(i.e., cataract). It is intended for use in performing phacoemulsification, diathermy,
irrigation/aspi ration, and vitrectomy. The system has a console for controlling the functions
and powering the device; a display with a touch screen for selecting and activating functions;
irrigation and aspiration lines; a foot pedal and remote control for controlling the device; an
automated IV pole; a phacoemulsification handpiece for emulsifying the lens; and drainage
packs. The materials, fundamental scientific technology, 'physical properties, and intended
use of the subject device are identical to those of The AMO Ophthalmic Surgical System.

3.2 INDICATIONS FOR USE

The AMO WHITESTAR Signature Phacoemulsification System is a modular ophthalmic
microsurgical system that facilitates anterior segment (i.e., cataract) ophthalmic surgery.
The modular design allows the users to configure the system to meet their surgical
requirements.

3.3 TECHNOLOGICAL CHARACTERISTICS OF THE DEVICE

The AMO WHITESTAR Signature Phacoemulsification System is equivalent to its predicate
device, the AMO Ophthalmic Surgical System (commercially marketed as the AMO
WHITESTAR Signature phacoemulsification system, version 1.0) in terms of its intended
use, technological characteristics, energy used, materials, chemical composition,
manufacturing process, biocompatibility, and FDA-recognized standards used for
performance testing. The subject device includes 1) a console for controlling the functions
and for powering the device; 2) irrigation and aspiration lines for supplying balanced salt
solution to and removing the fragmented lens and solution from the surgical site,
respectively; 3) handpieces used for phacoemulsification, irrigation/aspiration, vitrectomy,
and diathermy; 5) modular disposable tubing packs, which include fluid aspiration drainage
bags; and 6) control accessories, including a remote control and a foot pedal. The system
accessories used for the subject device are substantially equivalent to those used with the
predicate device, the AMO Ophthalmic Surgical System.

The subject device provides the following main modes during anterior segment surgery:
diathermy, phacoemulsification, irrigation/aspiration, and vitrectomy.

> The Diathermy (bipolar) mode is used to coagulate blood vessels during a
surgical procedure and, in some cases, to coagulate the conjunctiva following a
procedure.

> The Phacoemulsification mode is used to break up (emulsify) the nucleus of a
lens, allowing it to be aspirated from the eye through a small incision.

> The Irrigation/Aspiration mode allows for controlled aspiration of cortical
material from the eye, while maintaining intraocular stability by replacing
aspirated material with a balanced salt solution. A peristaltic pump provides a
predictable and stable aspiration rate. Irrigation is gravity-fed, and intraocular
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pressure can be regulated by adjusting the height of the balanced salt solution
bottle.

>The Vitrectomy mode is used to cut and remove vitreous from the anterior
segment of the eye during secondary intraocular lens implantation, following
vitreous loss associated with trauma, or during primary cataract surgery.

These surgery modes are substantially equivalent to the anterior segment surgery modes of
the predicate device, the AMO Ophthalmic Surgical System.

The subject device, the AMO WHITESTAR Signature Phacoemulsification System, is an
upgrade to the predicate device, the AMO Ophthalmic Surgical System, cleared in K060366.
The materials, fundamental scientific technology, physical properties, and intended use of
the subject device are identical to those of The AMO Ophthalmic Surgical System. The
indications for use of the subject device are identical to those for the predicate device for
anterior segment surgery. The subject device also includes technical modifications to
address user feedback and an expanding customer base, improve ease of use, and facilitate
system service without disrupting surgical procedures.

3.4 SUMMARY OF NON-CLINICAL TESTS

The AMO WHITESTAR Signature Phacoemulsification System has undergone testing and is
in compliance with the applicable requirements of safety standards. The subject device was
found to perform equivalently to the predicate device during the following modes of anterior
segment ophthalmic surgery: phacoernulsification, irrigation/aspi ration, diathermy, and
vitrectomy. Therefore, the subject device and the predicate device have similar safety,
effectiveness, and performance profiles.

All materials coming into contact with the patient or the patient fluid path are the same as
those in the predicate device and have been cleared in previous 51 0(k) filings.

3.5 SUMMARY

The technological characteristics that determine the functionality and performance of the
subject device, the AMO WHITESTAR Signature Phacoemulsification System, are
substantially equivalent to those cleared under K060366 for anterior segment ophthalmic
surgery. The AMO WHITESTAIR Signature Phacoemulsification System will be
manufactured in compliance with FDA and ISO quality system requirements. System
validation and verification have demonstrated that the functional requirements and system
specifications were met prior to commercial release.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public I lcalil Sc ,icc

Abbott Medical Optics ic.
C/o Ms. ophelia B~iggs
Senior Reglulatory Af tirs Specialist 'I~~ 0
I1700 E. St. Andrew lPlace
Santa Aia, CA 92705

Re: K!I 11697
Trade/Device Name: AMO WI-I TESTAR Signature Phacoemlul1sitication Systemn
Regulation Number: 21 CFR 886.4670
Regulation Name: Phaco fragmcntation System
Regulatory Class: Class I I
lProduct Code: FIQC
Dated: August 24. 2011
Received: ALugust 25. 2011

Dear Nis. Biugs:

We have reviewed your11 Section 5 10(k) premarket notification of intent to market the device
referenced above and have determuined thle deCVice is substantially equivalent (for the indications
for use stated in thle enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Druig,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PIN4A).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
genera! controls provisions of the Act include requI~irements for annual registration, listing of
devices, good manullactUring practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l dloes not evaluate information related to contract liability
warranties. We remind you. however, that device labeling mtust be truthful and not misleading.

lfyour device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be Subject to additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations, Title 2 1, P~arts 800 to 898. In addition, FDA may
publish further anno1111uncets concerning your device in thie Federal Register.
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Please be advised that FD)A's issuance of a su~bstantial equi\'alence dletermination does not mneanl
that FDA has made a determinationl that \'Oilr device complies with other reqluireent)s of the Act
or any , Federal stattutes and reCu'lationIs administered by other Federal aggencies. YOU mu1Lst
com Pl with al lthe Act's req Li rements. inc I idingl bUt no0t limited to: regstrat i on and listing (2 I
CU'R Par t 807); labeling (2 1 CU"R Part 801 ); meclical device reporting" (reporting of' med ical
device-related adverse eve'cnts) (21I CUR 803); good manu factuiri ng praicti cc recili rements as set
fort inil the Ci Uaii ty sy'stems (QS) reCgulationl ()I CFRi Part 820); and if' applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CUR 1000-1050.

If y'oUt desire specific advice for yIour device onl our labeling regulationl (21 CUR Part 801), please
go to ht/w .IiaovbotD/CnesfcsCDI/CDIiiie/c115 809.hitm for
the Center for [)evices and Radiological HeIalth's (CDRH 's) Of'fice of'Compliance. Also, please
not(e theC reulation ent itied. "NI isbranldi ng by reference to premarket noti ficti on' (2 I CIFR Part
807.97). For qluestions regarding the reportig of adverse Ceents un1der thle [MDR regulation (2 1
CU"R Part 803). piease go to
hlimU/wwv.v1 fa. no/4c c e csSaeyRpra[rbe/cft i mFor the CD RF-Is 0 ilice
Oi'SL ur'eill ance and 13i ometrics/Di visi On of Plostmarket SutrveillIance.

YOUr may obtain other generai int form1ationl On your responsibilities under the Act fromt the
IDi vision of Small NIVan u fcaturers, tInternational and ConIsumer Ass istance at its toil -free tlUriner
(800) 638-2041 or (301f) 796-7100 or ati its Internet address

Sincerely 'yourIs,

N'aivina B. Eycielman, M.D.
Director
Division of 0 phthai mic, N etirologic al,( and Ear, Nose and Throat Devices
office Of, Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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2 INDICATIONS FOR USE

510(k) Number (if known): 4E// 97

Device Name: AMO WHITESTAR Signature Phacoemulsification System

Indications for Use:

The AMO WHITESTAR Signature Phacoemulsification System is a modular ophthalmic
microsurgical system that facilitates anterior segment (i.e., cataract) ophthalmic surgery.
The modular design allows the users to configure the system to meet their surgical
requirements.

Prescription Use x________ AND/OR Over-the-Counter Use _______

Part 21 CFRBO01. 109 (Optional Format 1-2-96)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concrr CRH ,Office of De ice Evaluation (ODE)

Divisioni of Ohthalic, Neuroloical aiTEar,
Nose and Throat Devices

510(k) Numnber A/I/C?


